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DETAILED ACTION 

This Office Action is in response to tine Amendment filed 8 January 2009. Claims 
17-36 are currently pending. The Examiner acknowledges the amendment to claim 20. 
Claim Rejections - 35 USC § 102 

1 . The following Is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

2. Claims 17-18, 20-23, 27-29, 32, 33, 35, and 36 are rejected under 35 
U.S.C. 102(e) as being anticipated by Kuyava (US Patent No. 6,558,315). 

3. Regarding claim 17, Kuyava discloses a penile prosthesis or "intra-gastric 
balloon" including an expandable and inflatable cylinder or "flexible bag" (18) having 
inside and outside surfaces coated with parylene (column 5, lines 1-5, FIG. 1). 

4. Regarding claims 17-26, it has been held that a recitation with respect to the 
manner in which a claimed apparatus is intended to be employed does not differentiate 
the claimed apparatus from a prior art apparatus satisfying the claimed structural 
limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 

5. Regarding claim 18, Kuyava discloses a flexible bag (18) made of silicone 
(column 5, lines 1-2). 
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6. Regarding claim 20, Kuyava discloses a flexible bag (18) having an entire outer 
surface coating of parylene wherein zones including devices or certain interfaces fitted 
to the bag are not coating (column 5, lines 5-7,40-41, column 7, lines 29-36). 

7. Regarding claims 21 and 22, Kuyava discloses a coating thickness of 00004"- 
.00008" (1 .016|jm to 2.032|jm) that is within the range of 0.2|jm to lOOpm and 1 |jm to 
50|jm. 

8. Regarding claim 23, Kuyava discloses a flexible bag (18) having a pump and 
valve assembly (14) that facilitates the expansion and contraction of the flexible bag in 
which pressurized fluid retreats or enters the bag for deflation or inflation (column 4, 
lines 50-54, FIG. 1). 

9. Regarding claim 27, Kuyava discloses a method of fabricating including the steps 
of depositing a coating of parylene on a portion of a surface of an inflatable bag (18) 
having and inside and outside surface (column 5, lines 1-5). 

1 0. Regarding claim 28, Kuyava discloses a method of depositing a coating of 
parylene on a flexible bag (18) by using a vapor deposition chamber (column 7, lines 3- 
10). 

1 1 . Regarding claim 29, Kuyava discloses the method of fabricating a flexible bag 
(18) of silicone, a flexible, rubber-like material (column 4, lines 54-55). 

12. Regarding claims 32, 33, 35 and 36, Kuyava discloses the method of coating a 
flexible balloon (18) with a protective coating of polymer, i.e. parylene, the outer surface 
of the balloon (column 5, lines 1-5). 
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Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over de 
Kuyava (US Patent No. 6,558,315) in view of Yan (US Patent No. 6,287,277). 

Regarding claim 19, Kuyava fails to explicitly disclose a coating of parylene C. 

Yan teaches inflatable members having a film of parylene C vacuum deposited 
on the surface of the balloon. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have substituted the parylene coating of the flexible bag 
of Kuyava with the parylene C film as taught by Yan, for the predictable result of 
providing a smooth exterior and reducing friction. 

3. Claims 17, 18, 20-26 and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Moll et al. (US Patent No. 5,361,752), in view of Kuyava (US 
Patent No. 6,558,315). 

Regarding claim 17, Moll et al. discloses at least one expandable and inflatable 
cylinder or "flexible bag" (5) having inside and outside surfaces (FIG. 1). However, Moll 
fails to disclose a flexible bag coated with parylene. 
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Kuyava teaches a penile prosthesis or "intra-gastric balloon" including an 
expandable and inflatable cylinder or "flexible bag" (18) having inside and outside 
surfaces coated with parylene (column 5, lines 1-5, FIG. 1). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided the flexible bag of Moll et al. with the 
parylene coating, as taught by Kuyava, for the predictable result of providing the flexible 
bag with a frictionless, wear resistant, and leak proof exterior to eliminate ruptures that 
occur with frequent inflation and deflation. 

4. Regarding claim 24, Moll et al. discloses a second inflatable chamber or "second 
flexible bag"(25) disposed within the first inflatable chamber or "first flexible bag" (5) 
(column 8, lines 20-22, FIG. 1). 

5. Regarding claim 25, Moll et al. discloses a third inflation tube or "second fluid 
source" (35) used to expand the second bag (column 9, lines 67-68, column 10, lines 1- 
2, FIG. 1, elements #25, 35). 

6. Regarding claim 31, Moll et al. discloses the method step of using a flexible 
balloon (5) within the abdomen (column 8, lines 24-25). 

7. Regarding claim 26, Kuyava teaches a double wall structure of expandable tubes 
or "flexible bags" (18) having a parylene coating on both inner and outer surfaces of 
each flexible bag (18) (column 5, lines 14-16, column 7, lines 20-27). Therefore, this 
method step is rendered obvious by the above discussion. 

8. Regarding claim 18, Kuyava teaches a flexible bag (18) made of silicone (column 
5, lines 1-2). 
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9. Regarding claim 20, Kuyava teaches a flexible bag (18) having an entire outer 
surface coating of parylene wherein zones including devices or certain interfaces fitted 
to the bag are not coating (column 5, lines 5-7,40-41, column 7, lines 29-36). 

1 0. Regarding claims 21 and 22, Kuyava teaches a coating thickness of 00004"- 
.00008" (1 .016|jm to 2.032|jm) that is within the range of 0.2|jm to lOOpm and 1 |jm to 
50|jm. 

1 1 . Regarding claim 23, Kuyava teaches a flexible bag (18) having a pump and valve 
assembly (14) that facilitates the expansion and contraction of the flexible bag in which 
pressurized fluid retreats or enters the bag for deflation or inflation (column 4, lines 50- 
54, FIG. 1). 

12. Claims 30 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kuyava (US Patent No. 6,558,315) in view Lafont et al. (US Patent No. 

5,957,975). 

13. Regarding claims 30 and 34, Kuyava fails to disclose the method step of 
sterilizing the balloon through the use of gamma radiation. 

Lafont et al. teach a system including a stent, catheter and balloon that are 
sterilized by the standard procedure of gamma radiation (column 8, lines 39-45). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have sterilized the balloon of Kuyava, using gamma 
radiation, as taught by Lafont et al., because it was a standard procedure to purify 
medical devices before their introduction into the body. 
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14. Claims 17, 20, 23, 27, 28 and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weiner et al. (US Patent No. 4,694,827), in view Goldsteen et al. 
(US Patent No. 5,976,178). 

15. Regarding claim 17 and the method of claim 31, Weiner et al. discloses a flexible 
balloon (2) that is insertable within the stomach and has inside and outside surfaces 
(FIG. 1 ). However, Weiner et al. fails to disclose a coating of parylene. 

Goldsteen et al. teach the application of coatings to attain biocompatibility and a 
high degree of smoothness which includes parylene (column 19, lines 44-54). 

Since Weiner et al. and Goldsteen et al. teach known devices, i.e. expandable, 
flexible devices, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to have provided the balloon of Weiner et al. with a parylene 
coating, as taught by Goldsteen et al., because it was well known in the art to provide 
lubhcious coatings to medical devices to achieve biocompatibility, distensibility and a 
degree of smoothness. 

16. Regarding claim 23, Weiner et al. discloses a flexible bag (2) having a self- 
sealing hole (7) through which a hollow pin (9) is introduced into an insufflation tube 
used to inflate the balloon (column 3, lines 17-21). 

17. Regarding claim 20, Goldsteen et al. teach the application of parylene to the 
entire surface including the inside and outside surface of a device (column 19, lines 40- 
43). 
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18. Regarding claims 27 and 28, Goldsteen et al. discloses a method of fabricating 
including the steps of vapor depositing a coating of parylene on a portion of a device 
having and inside and outside surface (column 20, lines 47-49). 

1 9. The method steps of claims 27, 28 and 31 are rendered obvious by the above 
discussion. 

Response to Arguments 

20. Applicant's arguments filed 8 January 2009 have been fully considered but they 
are not persuasive. In response to applicant's argument that Kuyava fails to disclose a 
prosthesis that is suitable for implantation within the stomach, a recitation of the 
intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. If the prior art structure is capable of performing the 
intended use, then, it meets the claim. The Applicant contends that Kuyava fails to 
disclose a prosthesis that is suitable for implantation within the stomach, however, the 
prior art is only required to be capable of performing as an intragastric balloon to meet 
the claim and does not have to disclose the particular action. 

21 . The Applicant contends that Moll et al. fails to disclose a prosthesis that is 
suitable for implantation within the stomach, however, Moll et al. discloses a prosthesis 
that is capable of being used within the stomach and performing as an intragastric 
balloon to treat obesity. The Applicant contends that the device of Moll et al. is too big 
to be implanted within the stomach, however, the Moll et al. device may be used in a 
partially inflated configuration that would allow it to be suitable to fit within the stomach. 
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22. Applicant's arguments with respect to the 35 U.S.C. rejection citing Weiner et al. 
in view of Goldsteen et al. have been fully considered but they are not persuasive. The 
Applicant contends that the Goldsteen et al. that relates to a graft implant is not related 
to an intragastric balloon since a graft is very small and a balloon is bulky. However, 
Goldsteen et al. discloses various coatings that provide smoothness and bio- 
compatlbillty to medical devices which would benefit multiple devices, despite their size, 
that may be implanted within the body. In response to applicant's argument that the 
examiner's conclusion of obviousness is based upon improper hindsight reasoning, it 
must be recognized that any judgment on obviousness is in a sense necessarily a 
reconstruction based upon hindsight reasoning. But so long as it takes into account 
only knowledge which was within the level of ordinary skill at the time the claimed 
invention was made, and does not include knowledge gleaned only from the applicant's 
disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 
USPQ 209 (CCPA1971). 

Conclusion 

23. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOCELIN C. TANNER whose telephone number is 
(571 )270-5202. The examiner can normally be reached on Monday through Thursday 
between 9am and 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jocelin 0. Tanner/ 
4/14/2009 

Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 

4/18/09 



